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DETAILED ACTION 
Specification 

1 . The specification has not been checl<ed to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting 
any errors of which applicant may become aware in the specification. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 17-25 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 17 and 19 recite the limitations "said at least one polymer layer" in lines 
1-2 of claim 17 and "said polymer layers" in line 1 of claim 19. There is insufficient 
antecedent basis for these limitations in the claims since there is no mention of a 
polymer \ayer in claim 12 on which claims 17 and 19 depend. 

Claims 18 and 20-25 inherit the dependency from base claim 17 and are thus 
rejected accordingly. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-5, 7-13, 15-17 and 19-25 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Schwarz et al (U.S. Pat. 6,368,658 B1, hereinafter "Schwarz"). 

Regarding claims 1,11 and 12 Schwarz discloses methods and apparatuses for 
the controlled delivery of at least one pharmaceutical compound, comprising an 
implantable medical device (col. 3, line 52) having a surface and a coating with at least 
two layers (col. 10, lines 57-60) where one coating incorporates at least a releasable 
pharmaceutical compound (col. 4, line 37) with another layer having a property affecting 
the reliability of the compound and where the layer differs from the first layer (e.g. col. 
14, lines 23-31). As to claims 11 and 12, Schwarz discloses a number of methods to 
form coatings (see Examples 1-6) and a method involving implanting the device at a 
target site (col. 1, lines 26-30). 

Regarding claims 2 and 3, the implants may be selected from stents including 
vascular, biliary and esophageal stents (col. 3, lines 51-55). 

Regarding claims 4 and 7, the layer is a polymer such as polyglycolic acid (col. 
14, lines 41-55). 

Regarding claim 5, since Schwarz discloses a variety of polymers of different 
molecular weights being displaced on the device and further disclose a number of 
different degradation profiles based on the type of polymer applied (see Example 4), the 
Examiner interprets molecular weight to be at least one property which inherently 
affects the releasability of the pharmaceutical compound. 
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Regarding claims 8-10, the compound may be rapamycin (col. 4, line 37), which 
is known to be an anti-restentoic compound and a macrolide antibiotic. 

Regarding claims 13 and 15, Schwarz discloses the tubular structure may be a 
stent (col. 3, lines 51-55), where the stents disclosed by Schwarz are fully capable of 
being mechanically expanded. 

Regarding claim 16, the device may be coated with collagen (col. 6, line 53), 
which is a known bioresorbable coating. 

Regarding claim 17, Examples 1-6 of Schwarz disclose a variety of multi-layered 
coatings where the coatings are made from different polymers, where the different 
polymers are known to have different molecular weights (see e.g. col. 14, lines 1-12 
where primer coating solution has a different molecular weight from the top-coat 
solution). 

Regarding claim 19, the layer is a polymer such as polyglycolic acid (col. 14, 
lines 41-55). 

Regarding claims 20-25, the compound may be rapamycin (col. 4, line 37), which 
is known to be an anti-restentoic compound and a macrolide antibiotic, and additionally 
the pharmaceutical compound may either be contained within the polymer coating or 
coupled thereto (col. 5, line 61 to col. 6, line 31). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 6 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schwarz et a! (U.S. Pat. 6,368,658 B1). 

It is noted that Schwarz does not specifically disclose the molecular weights of 
the polymer types used for the medical device coating to be in the range of 1 kDa to 
1 00,000 kDa. It would have been obvious to one of ordinary skill in the art at the time of 
the invention to consider implementing polymer coatings having molecular weights in 
this range, since it has been held that where the general conditions of a claim are 
disclosed in the prior art (such as high molecular weight polyglycolic acid coating), 
discovering the optimum or workable ranges involves only routine skill in the art. In re 
Aller, 105 USPQ 233. 

9. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schwarz et al (U.S. Pat. 6,368,658 B1) in view of Sirhan et al (U.S. Pat. 6,858,221 
B2, hereinafter "Sirhan"). 
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Regarding claim 14, it is noted that Schwarz does not disclose the stent to be 
self-expanding. Sirhan discloses a device for delivering a pharmaceutical compound, 
comprising a stent which may be self-expanding (col. 4, line 29). It would have been 
obvious to one of ordinary skill in the art at the time of the invention to consider the use 
of a self-expanding stent, since self-expanding stents are well-known substitutions for 
other kinds of stents and such an improvement would yield the predictable result of 
allowing a stent to be expanded in a vessel with minimal effort. 

Conclusion 

1 0. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Applicant is directed to the Notice of References Cited. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SCOTT MEDWAY whose telephone number is (571) 
270-3656. The examiner can normally be reached on Monday through Friday, 7:30 AM 
to 5:00 PM. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Nicholas Lucchesi can be reached on (571 ) 272-4977. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Scott J. Medway/ 
Examiner, AU 3763 
12/15/2008 

/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



